Systematic reviews of colorectal cancer surgical trials demonstrate significant heterogeneity of outcome measurement and evidence for selective outcome reporting. This weakens evidence synthesis by hindering metaanalyses, and undermines trial results through outcome reporting bias. This study developed a "core set" of outcomes to be used in trials of colorectal cancer surgery to minimise these limitations.
Background
Systematic reviews of colorectal cancer surgical trials demonstrate significant heterogeneity of outcome measurement and evidence for selective outcome reporting. This weakens evidence synthesis by hindering metaanalyses, and undermines trial results through outcome reporting bias. This study developed a "core set" of outcomes to be used in trials of colorectal cancer surgery to minimise these limitations.
Materials and methods
All potential outcomes were identified through systematic literature reviews and interviews with patients. Similar outcomes were grouped into domains and operationalized into a questionnaire survey. Delphi consensus methodology was used to gain agreement between patients, surgeons and nurses as to which outcome domains were "core". Stakeholders completed questionnaires which asked them to rate the importance of domains on a scale of 1 (not essential) to 9 (absolutely essential). Responses were analysed by retaining outcomes rated between 7-9 by over 50% of respondents and 1-3 by less than 15%. Domains not meeting the pre-defined criteria were discarded after each Delphi round. Domains retained after the second round were brought forward into separate stakeholder meetings to agree on the final core set.
Results
Data sources identified 1216 outcomes of colorectal cancer surgery that were grouped into 116 domains. A total of 81 UK colorectal cancer centres were surveyed (response rate 79%), including 93 surgeons and 11 clinical nurse specialists, and 97 patients (response rate 36%). 51 outcome domains were retained following the first Delphi survey, and 23 were brought forward to the consensus meetings. Nine outcome domains were considered essential by both stakeholder consensus groups including oncological (long-term survival; cancer recurrence; resection margins), operative (peri-operative survival, surgical site infection, conversion to open surgery (where appropriate), stoma rates and complications) and quality of life (physical and sexual functioning, faecal incontinence and urgency) outcomes.
Conclusions
This study has developed an evidence-based, internationally ratified core outcome set for colorectal cancer surgery. It is recommended that these outcomes be incorporated into future clinical trials.
